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CERTIFICATE

EC Certificate No. 1434-MDD-287/2020

EC Design-examination
Directive 93/42/EEC concerning medical devices

Polish Centre For Testing and Certification certifies
that the documentation submitted by:

Scitech Produtos Médicos SA

Rua 18, S/N, Quadra Area, Lote 0006, Galpio 01,
Bairro: Polo Empresarial Goias — Etapa 1A, Aparecida
de Goiania, Goias, Brasil
related to the medical device, class Il

Stent Inspiron
Sirolimus Eluting Stent

was examined in accordance with Annex Il (Section 4) to Directive 93/42/EEC (as amended) implemented into
Polish law, as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 2020-07-10 to 2024-05-27

The date of issue of the Certificate: 2020-07-10

c € 1434

Issued under the Contract No. MD-122/2019
Application No: 168/2018

Certificate bears the qualified signature.
Warsaw, 10/07/2020
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Polish Centre For Testing and Certification 234 kiobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail: pchbe@pebe.gov.pl
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